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§862.1165

index, score) to aid in the identifica-
tion of a low probability of acute cel-
lular rejection (ACR) in heart trans-
plant recipients with stable allograft
function.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance document entitled ‘‘Class II
Special Controls Guidance Document:
Cardiac Allograft Gene Expression
Profiling Test Systems.” See §862.1(d)
for the availability of this guidance
document.

[74 FR 53885, Oct. 21, 2009]

§862.1165 Catecholamines (total) test
system.

(a) Identification. A catecholamines
(total) test system is a device intended
to determine whether a group of simi-
lar compounds (epinephrine,
norepinephrine, and dopamine) are
present in urine and plasma.
Catecholamine determinations are
used in the diagnosis and treatment of
adrenal medulla and hypertensive dis-
orders, and for catecholamine-secret-
ing tumors (pheochromo-cytoma, neu-
roblastoma, ganglioneuroma, and
retinoblastoma).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2305, Jan. 14, 2000]

§862.1170 Chloride test system.

(a) Identification. A chloride test sys-
tem is a device intended to measure
the level of chloride in plasma, serum,
sweat, and urine. Chloride measure-
ments are used in the diagnosis and
treatment of electrolyte and metabolic
disorders such as cystic fibrosis and di-
abetic acidosis.

(b) Classification. Class II.

§862.1175 Cholesterol (total) test sys-
tem.

(a) Identification. A cholesterol (total)
test system is a device intended to
measure cholesterol in plasma and
serum. Cholesterol measurements are
used in the diagnosis and treatment of
disorders involving excess cholesterol
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in the blood and lipid and lipoprotein
metabolism disorders.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2305, Jan. 14, 2000]

§862.1177 Cholylglycine test system.

(a) Identification. A cholylglycine test
system is a device intended to measure
the bile acid cholylglycine in serum.
Measurements obtained by this device
are used in the diagnosis and treat-
ment of liver disorders, such as cir-
rhosis or obstructive liver disease.

(b) Classification. Class II.

§862.1180 Chymotrypsin test system.

(a) Identification. A chymotrypsin
test system is a device intended to
measure the activity of the enzyme
chymotrypsin in blood and other body
fluids and in feces. Chymotrypsin
measurements are used in the diag-
nosis and treatment of pancreatic exo-
crine insufficiency.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2305, Jan. 14, 2000]

§862.1185 Compound S 11-
deoxycortisol) test system.

(a) Identification. A compound S (11-
dioxycortisol) test system is a device
intended to measure the level of com-
pound S (11-dioxycortisol) in plasma.
Compound S is a steroid intermediate
in the biosynthesis of the adrenal hor-
mone cortisol. Measurements of com-
pound S are used in the diagnosis and
treatment of certain adrenal and pitui-
tary gland disorders resulting in clin-
ical symptoms of masculinization and
hypertension.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2305, Jan. 14, 2000]
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